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DETAILED ACTION 
Response to Amendment 

Amendment filed on 4/8/09 has been entered. 
Claims 1-14 are present for examination. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1, 10-1 1 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the 

written description requirement. The claim(s) contains subject matter which was not described in the 

specification in such a way as to reasonably convey to one skilled in the relevant art that the inventor(s), 

at the time the application was filed, had possession of the claimed invention. Nowhere in the 

Specification discloses that a sheet member 50 composed of a porous material. The Specification only 

discloses that the sheet member 50 composed of nonwoven fabric ... from a thin fabric to a thick fabric, 

see page 7 and line 12. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 

rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-7, 9-12, and 14 are rejected under 35 U.S.C. 102(b) as anticipated by or, in the 
alternative, under 35 U.S.C. 103(a) as obvious over Higo et al. (US 6,259,946). 

Higo et al. discloses an iontophoresis device comprising a base film (3a), an electrode layer (3b), 
a gel (6), and a sheet member (2) formed of polyethylene terephthalate (col. 5, lines 35-37). Furthermore 
the sheet member (2) made of non-woven fabric because the material used for the electrode layer base 
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maybe the same material as the support 2 (col. 3, lines 46-47); wherein the electrolyte layer is a 
conductive layer and it is preferred to use a non-woven fabric impregnated with an electrolyte solution 
(col. 3, lines 22-28); It is noted that the non-woven fabric having a property for allowing said gel to 
permeate therein (water retention/water permeability or a non-woven fabric impregnated with an 
electrolyte solution, or an electrolyte solution with has been gelled with a polysaccharide such as 
agar or gelled using a synthetic polymer, col. 3, lines 7-28). 

The evidence showed that polyethylene terephthalate is a porous and non-woven fabric material 
such as: Jayaraman et al. (US 6,939,377) in col. 1, lines 15-20; Karwoski et al. (US 4,718,907) in col. 3, 
lines 30-35; Sandera et al. (US 4,408,406) in col. 3, lines 30-33. 

The non-woven fabric is a porous material (as evidence in Kiuchi et al. (US 2002/0192463, in 
para [0044] or Drake (US 6,601,239) in col. 1, lines 61-62). 

The sheet member has a ring like shape and a concave space to receive said gel. It is noted that 
the sheet member (2) made of non-woven fabric and serves to hold the electrolyte/gel and made of 
material with excellent workability, flexibly and suitable shape retention (col. 3, lines 7-9). The character 
of sheet member of Higo is similar with the character of sheet member of current application. Applicant 
admitted that the sheet member 50 made of non-woven fabric (page 7, line 12). 

Therefore, the property of the sheet member to allow the gel to permeate therein is sufficient to 
provide a retention force resulting from a permeated portion of the gel to retain the gel in the region to 
receive the gel. 

Additionally, it is well established that a recitation with respect to the manner in which an 
apparatus is intended to be employed, i.e. "to allow the gel to permeate therein is sufficient to provide a 
retention force resulting from... receive the gel", a functional limitation, does not impose any structural 
limitation upon the claimed apparatus which differentiates it from a prior art reference disclosing the 
structural limitations of the claim, see In re Pearson, 494 F.2d 1399, 181 USPQ 641 (CCPA 1974). 

The electrode has a main body portion comprising said gel and a lead part extending from said 
main body portion. The electrode layer is disposed between said base film and said sheet member. (See 



Application/Control Number: 10/500,537 Page 4 

Art Unit: 3763 

Figures 1-4). The base film is composed of polyethylene terephthalate and conductive silver paste. (See 
Column 5 Lines 43-45). 

It appears that Higo et al. reasonably discloses every element of claims 1-7 and 9-10. 

Claims 8 and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable over Higo et al. in 
view of McAdams et al. (US 6,731 ,987). 

Higo et al. discloses an iontophoresis device comprising a base film (3a), an electrode layer (3b), 
a gel (6), and a sheet member (2). The sheet member has a ring like shape and a concave space to 
receive said gel. The electrode has a main body portion comprising said gel and a lead part extending 
from said main body portion. The electrode layer is disposed between said base film and said sheet 
member. (See Figures 1-4) The base film is composed of polyethylene terephthalate and conductive 
silver paste. (See Column 5 Lines 43-45). 

Higo et al. fails to disclose a support member; the sheet member covers completely the electrode 
layer in the region of the electrode layer to receive the gel. 

McAdams et al. teaches a medical electrode comprising an electrode layer (5), the sheet 
member/intermediate layer (6) covers completely the electrode layer (4 or 5) in the region of the electrode 
layer to receive gel, an electrochemical layer (7), and support member (8). The support member is 
disposed at a peripheral edge of said electrochemical layer and provides insulation (See Figure 2). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to modify 
the disclosure of Higo et al. with the teachings of McAdams et al. to provide an iontophoresis device 
comprising a support member and have enough retention force to retain the gel. 

Response to Arguments 



Applicant's arguments filed 2/2/07 have been fully considered but they are not persuasive. 
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1 . Applicant argues that the material composition of Higo's support 2 is popular polymer which 
does not involve non-woven fabric and neither does the material "have a property for allowing said gel to 
permeate therein" as recited in claim 1. 

In response, Higo clearly discloses that the sheet member (2) formed of polyethylene 
terephthalate; as noted that the polyethylene terephthalate is a porous and non-woven fabric as 
evidences showed above. 

Furthermore, Higo states that the electrolyte layer is a conductive layer containing an electrolyte 
which supplies the body with a current from the power source when directly contacted with human skin or 
mucous membrane, and it is preferred to use a non-woven fabric impregnated with an electrolyte 
solution... (col. 3, lines 22-28). Hugo further discloses that the material used for the electrode layer base 
may be the same material as the support (col. 3, lines 46-47). In other words, the support as defined as 
element 2 formed of same material with electrolyte layer which formed of nonwoven fabric. 

Applicant admitted that the sheet member 50 made of non-woven fabric; wherein the sheet 
member made of non-woven fabric has a property for allowing the gel to permeate therein (page 7, line 
12). 

The character of sheet member of Higo is similar with the character of sheet member of current 
application such as non-woven fabric material. Therefore, the sheet member/support 2 of Higo is capable 
of allowing the gel to permeate therein. 

2. Applicant argues that Higo does not disclose a sheet member having a property for allowing 
the gel to permeate therein is sufficient to provide a retention force resulting from a permeated portion of 
the gel to retain the gel in the region to receive the gel". 

This limitation above is not novelty in the art. Applicant Admitted Prior Art as discussed on pages 
1-2 and 4 of Specification. Beside that, Higo clearly discloses that the sheet member formed of non- 
woven fabric that is same as material of non-woven sheet member 50 of applicant (pg. 7, line 12). 
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Since the device structure and made same material, it is not make sense that the sheet member 
of Applicant can perform the gel to permeate and provide a retention force while the sheet material 2 of 
Higo can not perform the function above. 

Furthermore, Higo clearly discloses that the support/sheet member 2 made any material with 
excellent workability, flexibility and suitable for superior shape retention and water retention (col. 3, lines 
7-21). The material is water retention/water permeability; therefore, it can be gel retention as well, 
because gel is under semi-solid form while water is under liquid form. Higo further discusses that a non- 
woven fabric impregnated with an electrolyte solution, or an electrolyte solution which has been 
gelled with a polysaccharide such as agar or gelled (col. 3, lines 25-28). (Emphasis added). 

Therefore, the sheet member 2 of Higo can performing the function as well as claimed of the 
invention. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is reminded of 
the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE MONTHS from 
the mailing date of this action. In the event a first reply is filed within TWO MONTHS of the mailing date 
of this final action and the advisory action is not mailed until after the end of the THREE-MONTH 
shortened statutory period, then the shortened statutory period will expire on the date the advisory action 
is mailed, and any extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later than SIX 
MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to QUYNH-NHU H. VU whose telephone number is (571)272-3228. The examiner can 
normally be reached on 6:00 am to 3:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Nicholas Lucchesi can be reached on 571-272-4977. The fax phone number for the organization where 
this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained from 
either Private PAIR or Public PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic Business Center (EBC) 
at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer Service Representative 
or access to the automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272- 
1000. 



/Nicholas D Lucchesi/ 

Supervisory Patent Examiner, Art Unit 3763 



Quynh-Nhu H. Vu 

Examiner 

Art Unit 3763 
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